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Examiner: To be determined; Art Unit: 1614 

Re: Application of: Philip J. PALERMO et al. 

Serial No.: 10/665,735 

Filed: September 18, 2003 

For: A METHOD OF PREVENTING ABUSE OF OPIOID 

DOSAGE FORMS 



INFORMATION DISCLOSURE 
STATEMENT UNDER 37 C.F.R. g 1.56 

Commissioner for Patents July 1,2004 

P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

In accordance with the provisions of 37 C.F.R. § 1 .97, Applicants hereby make of record 
the documents listed on the accompanying Form PTO-1449 (24 sheets) for consideration by the 
Examiner in connection with the examination of the above-identified patent application. 



Pursuant to 37 C.F.R. § 1.98 (a), the foreign patent documents and non-patent references 
listed on sheets 1-24 of the attached Form PTO-1449 are enclosed. If it is determined that any of 
the listed references are not of record in the parent application or presently enclosed, the 
Examiner is requested to contact the undersigned so that a copy can be forwarded. 

Applicants also respectfully advise the Examiner of the following U.S. Patents and co- 
pending U.S. Patent Applications which are commonly assigned to the owners of the instant 
application: 

U.S. Application Serial No. 09/992,936, entitled " Opiod Agonist/Opioid Antagonist 
Acetaminophen Combination", filed November 5, 2001, which is a continuation of 
U.S. Application Serial No. 09/503,020 filed February 11, 2000 entitled "Opioid Agonist/Opioid 



1 



200.1 113CON2 

Antagonist/ Acetaminophen Combinations", now U.S. Patent No. 6,375,957, issued April 23, 
2002, which is a continuation in part of U.S. Application Serial No. 09/218,662, "Opioid 
Agonist/Antagonist Combinations", filed December 22, 1998, now U.S. Patent No. 6,277,384, 
issued August 21, 2001, listed as reference WG on the attached Form PTO-1449; 

U.S. Application Serial No. 10/694,559, entitled "Opioid Agonist/ Antagonist 
Combinations", filed October 27, 2003, which is a continuation of U.S. Application Serial No. 
10/244,783, now U.S. Patent No. 6,696,066, issued February 24,2004, which is a continuation of 
U.S. Application Serial No. 09/815,167, now U.S. Patent No. 6,475,494, issued November 5, 
2002, which is a continuation of U.S. Application Serial No. 09/218,662, now U.S. Patent No. 
6,277,384, issued August 21, 2001; 

U.S. Application Serial No. 10/747,865, entitled "Controlled Release Compositions 
Containing Opioid Agonist and Antagonist", filed December 29, 2003, which is a continuation of 
U.S. Application Serial No. 09/781,076, now U.S. Patent No. 6,716,449, issued April 6, 2004, 
listed as reference XJ on the attached Form PTO-1449; 

U.S. Application Serial No. 10/689,866 filed October 21, 2003; 10/701,041 filed 
November 4, 2003; 10/700,861 filed November 4, 2003; 10/700,893 filed November 4, 2003; 
and 10/700,906 filed November 4, 2003, which are all continuations of U.S. Application Serial 
No. 09/781,081, entitled "Tamper-Resistant Oral Opioid Agonist Formulations", now U.S. 
Patent No. 6,696,088, issued February 24, 2004; listed as reference XK on the attached Form 
PTO-1449. 

U.S. Application Serial No. 10/213,919, entitled "Opioid Agonist Formulations with 
Releasable and Sequestered Antagonist", filed August 6, 2002; 

U.S. Application Serial No. 10/214,408, entitled "Sequestered Antagonist Formulations", 
filed August 6, 2002; 

U.S. Application Serial No. 10/199,972, entitled "Pharmaceutical Combinations of 
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Oxycodone and Naloxone", filed July 18, 2002; and 

U.S. Application Serail No. 10/389,238, entitled "Naltrexone Hydrochloride 
Compositions", filed March 14, 2003. 

The Examiner's attention is directed to the following references of record, which were 
cited by the Examiner during the prosecution of grandparent U.S. Application Serial No. 
09/218,663, filed December 22, 1998, now U.S. Patent No. 6,228,863: 

QC (U.S. Patent No. 5,624,932 to Qin et al.); 

QD (U.S. Patent No. 5,633,259 to Qin et al.); 

MC (U.S. Patent No. 5,472,943 to Crain et al.); 

ND (U.S. Patent No. 5,512,578 to Crain et al); 

PB (U.S. Patent No. 5,580,876 to Crain et al.); 

RF (U.S. Patent No. 5,767,125 to Crain et al.); 

SG (U.S. Patent No. 5,866,164 to Kuczynski et al.); and 

AU (Walsh et al.). 

Pursuant to 37 C.F.R. § 1.98 (a)(2)(iii), the Examiner's attention is also directed to 
Exhibit A , attached herewith, which contains the following: 

(i) the claims of pending U.S. Application Serial No. 09/992,936, which has the same 
specification as U.S. Patent No. 6,375,957, listed as reference XE on the attached Form PTO- 
1449; 

(ii) the claims of pending U.S. Application Serial No. 10/694,559, which has the same 
specification as U.S. Patent No. 6,696,066, listed as reference XL on the attached Form PTO- 
1449; 

(iii) the claims of pending U.S. Application Serial No. 10/747,865, which has the same 
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specification as U.S. Patent No. 6,716,449, listed as reference XJ on the attached Form PTO- 
1449; 

(iv) the claims of pending U.S. Application Serial Nos. 10/689,866; 10/701,041; 
10/700,861; 10/700,893; and 10/700,906, which have the same specification as U.S. Patent No. 
6,696,088, listed as reference XK on the attached Form PTO-1449; and 

(v) the specifications and claims for pending U.S. Applications Serial Nos. 10/213,919, 
10/214,408, 10/389,238 and 10/199,972 . 

It is respectfully requested that the references cited in the accompanying Form PTO-1449 
(24 sheets) be considered and made of record. 

This Information Disclosure Statement is filed under 37 C.F.R. § 1.97 (b), before the 
mailing of a first Office Action on the merits. Accordingly, no fee is believed due. In the event 
any additional fee is due or any overpayment made in connection with the filing of this 
Information Disclosure Statement, the Commissioner is hereby authorized to charge said 
deficiency or credit overpayment to our Deposit Account No. 50-0552. 



Respectfully submitted, 




Reg. No. 41,240 



Davidson, Davidson & Kappel, LLC 
485 Seventh Avenue, 14 th Floor 
New York, New York 10018 
(212) 736-1940 
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